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Applicant's response to restriction requirement of 5/24/2007 is acknowledged. 
Applicant elected Group I (claims 1-8) with traverse. Claims 9-30 are hereby withdrawn 
as drawn to non-elected invention. 

In traversal of restriction requirement applicant argues that a search for Group I 
invention will also yield the prior art, if any, of Groups ll-IV. Therefore, examining all 
inventions would not impose an undue burden of searching on the examiner and hence, 
all inventions should be examined together. 

This argument was fully considered but was found unpersuasive because a 
search for Group I invention would not necessarily reveal relevant art to inventions of 
Groups ll-IV since as indicated previously, the limitations, end-points and steps of each 
listed invention is different. It is true that there may be some overlap between the 
searches required for inventions of Groups l-IV, but said searches certainly are not 
coextensive. Therefore in contrast to applicant's view rejoinder of all listed inventions 
does impose and undue burden of searching on the examiner. 

In conclusion, for the response provided here, in addition to those provided 
previously, restriction is maintained and is hereby made Final. 

DETAILED ACTION 

Claims 1-8 are under examination on the merits. Claims 9-30 are withdrawn as 
drawn to non-elected invention. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 



Application/Control Number: 10/800,254 
Art Unit: 1656 



Page 3 



A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-8 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Leppert (Nowotwory, 51(3), 31-38, 
1996) in view of current pain management methods and regimens. Leppert teaches a 
dosage regimen comprising administering to patient an oral controlled release and/or 
subcutaneous tramadol wherein the patients were treated with a total of 1 50-600 mg of 
tramadol everyday for 28 days (see page 259), wherein said drug was usually 
administered in the forms of drops or tablets. Such dosages in general meet the 
limitations of claim 1 (and its dependent claims) because 125mg mentioned in claim 1 is 
very close to 150 mg of Leppert, in pain intensity (VAS) scale, which is the best 
indicator of drug efficacy, and the treatment period of Leppert of up to 28 days meets 
the 8-21 (4+4+1 to 10+10+1) day treatment (see claim 1) period of this invention. 
However, since Leppert does not spell out the exact doses for the exact periods 
indicated in claim 1 (and its dependent claims 2-8) it is believed that if Leppert is not 
anticipatory to this invention it at least renders it obvious, in view of current pain 
management methods and regimens. 

Current pain management methods and regimens teach that depending on the 
location and intensity of pain in a patient, the period of treatment, the amount and 
chemical structure (i.e. salt form, isomer etc.) of analgesic (such as tramadol) 
administered may be optimized. Said methods and regimens also teach that one must 
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start with smaller doses of analgesics and gradually increase their amount, stepwise, in 
order to give patient time to adapt to the drug effects (and side effects), as well as arrive 
at some pain control. 

It would have been obvious to one of ordinary skill in the art to start with the 
tramadol administration method of Leppert and optimize its administration (both 
controlled release or immediate release) in terms of dosage, the type of tramadol (or 
salts thereof such as tramadol hydrochloride, or tramadol isomers etc.) and duration of 
treatment etc. to obtain the best pain management regimen and treatment methods. 

One of ordinary skill in the art is motivated in optimizing the tramadol 
administration method (regimen) of Leppert according to current pain management 
methods and regimens because such optimal pain management regimens will result in 
patient's improvement in well being, quality of life and emotional state, rendering the 
invention obvious. 

Finally, one of ordinary skill in the art has a reasonable expectation of success in 
optimizing the dosage regimen of Leppert according to current pain management 
methods and regimens because such regimens optimization methods are merely 
routine in the art. 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Maryam Monshipouri whose telephone number is (571) 
272-0932. The examiner can normally be reached on Tues.-Fri, everyday from 7:00 
a. m to 5:30 p.m.. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kathleene Kerr Bragdon can be reached on (571) 272-0931. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Maryam Monshipouri Ph.D. 
Primary Examiner 
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